SAMPLES COMPLIANCE COMMITTEE
MINUTES OF 5/24/93

The Samples Compliance Committee (SCC) meet on Monday, May 24, 1993. The following people -
were in attendance:

Alan MacKenzie
Dean Sundberg
Jeff Peterson
Kevin Lowe
Bob Berman
Lori Hernandez

Policy/Procedure Review

A

Sample Audit Action Plan

The Action Plan resulting from the Audit of the TAP Sample Process was presented by Kevin
Lowe. A few changes were suggested. Kevin stated that the plan would be finalized and routed
for signatures this week. It is planned to forward the plan to Abbott the week of 5/31. (final copy
attached)

Revised Policy/Procedures Manual
A revised samples procedures manual was presented containing the changes as required by the
sample audit. These procedures will also be circulated the week of 5/31 for signatures,

Physician Assistants in Washington State

The laws relating to supplying samples to Physician's Assistants in the state of Washington was
reviewed and the distribution of samples to this group was approved. A letter will be sent to
Epsilon revising their instruction appropriately.

District Compliance

The performance of TAP in balancing the samples distributed was reviewed. During the first
quarter of 1993, the percent of products in balance for the nation as a whole has varied between
60% and 70%. For April the percent was 71%. This is much lower than we had hoped for. It
was suggested that a letter be sent to any Representative after they show any variance for a third
consecutive month. such a letter will be drafted. It was also suggested a letter for the W. Hall be
sent emphasizing the importance of this area and that sampling be a topic for the next District
Managers meeting.

TAP00063274




SCC Meeting 5/24/93 - Page 2

E.

DM Inventory
As of 5/24, the response level of the first Inventory Audit by the District Manager was 75%. The
DM s still owing a response have been notified by Voice-Com.

Representative Review

1.

Multiple Adjustments - The list of Sales Representatives that has used three or more
adjustments in the last six months was reviewed.

All individuals were found to be in compliance with Federal regulations. Concern was expressed
that it is taking a long time for some people to get into balance once they are out.

High per Doctor Sampling Average - The list of Sales Representatives with a high samples
per Physician average when compared to their District Average was reviewed.

All individuals on the list were found to be in compliance with Federal regulations.
It was suggested that the screening criteria be added to the bottom of this report for reference.

Special Situations - The list of special situations not covered by the two categories above but

who do warrant concern was reviewed.
All individuals on the list were found to be in compliance with Federal regulations.

Concern was again expressed as to the length of time that some people are out of balance. The
criticism has been heard that once you are out of balance you stay that way. The system does
carry a problem forward but only until that specific item is corrected. A card that is return to a
Representative will continue to cause that Representative to be out of balance until the card is
fixed and returned to Epsilon. If the representative takes 6 months to return the item they will be
out of balance for 6 months
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ACTION PLAN

TAP Pharmaceuticals

Ref. Document: Compliance Assurance Audit Report Date:  5/28/93
Observation Responsible

Number Description Individual Target Date
8. Currently, Federal Express provides confirmation to TAP of shipments made to

Action Plan:

practitioners via electronic "acknowledgment of delivery" signatures on an audit
basis. Approximately a year ago, Federal Express confirmed nezrly 100% of all
shipments by providing a copy of actual signatures; however, given the velume of
sampling activity and Federal Express' demonstrated accuracy, i program of
auditing ten (10) Federal Express shipments each month was instituted. The
program requires that Federal Express provide the actual acknowledgment of
delivery signatures for ten (10) random shipments. In reviewing Federal Express'
performance since June 1992, it was noted that actual signatures could only be
provided for 90% of TAP's request. The TAP procedure does not require that the
program revert to 100% confirmation by Federal Express no that any other
corrective action by initiated by TAP.

TAP's SOP regarding mail order samples has been modified to include additional B. Berman Complete
requests for AOD verification from Federal Express if 100% confirmation is not
achieved from the first sample size.

>
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